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I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17)): 

Description, Pages 

1 -20 as originally filed 

Claims, Numbers 

1 -22 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and/br 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application*, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: 

No: 

Inventive step (IS) Yes: 

No: 

Industrial applicability (IA) Yes: 

No: 



2. Citations and explanations 
see separate sheet 
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Claims 1 -22 
Claims 

Claims 1 -22 

Claims 1-22 
Claims 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement 

Reference is made to the following documents: 

D1: WO0200171 (RXKINETIX) 3 January 2002 (2002-01-03) 

D2: WO0187329 (F. HOFFMANN-LA ROCHE) 22 November 2001 (2001-1 1-22) 

D3: EP1 78576 (CHUGAI SEIYAKU KK, JP) 23 April 1 986 (1 986-04-23) 

D4: EP1 136068 (JCR PHARM. CO. LTD., JP) 26 September 2001 (2001-09-26) 

D5: US5968899 (T. SEKINE ET AL.) 19 October 1999 (1999-10-19) 

The documents D1, D2, D4 were not cited in the international search report. Copies of the 
documents are appended hereto. 



V.1 The present application does not meet the criteria of Article 33(1) PCT because the 

W^^Z?!^* 1-6,10-12,15-16,19-21 is not new in the sense of Article 
Jd(2) PCT in the light of the document D1 . 

In fact the document D1 discloses (the references in parentheses app.ying to this document) 
compositions comprised of a hematopoietic growth factor (notably erythropoietin) in an liquid 
aqueous vehicle containing a block copolymer such as Pluronic F68 RTM a polyol such 
as glycerol propylene glycol or polyethylene glycol, isotonic agents such as phosphate 
buffers sodium chloride, sugars or mixtures thereof, and protein-stabi.izers such as 
glycerol, mann.tol, a sugar. The described compositions can optionally further contain minor 
amounts of a polysaccharide (seeD1, Cairns 1 ,8-1 6,34-35,48-52; page 7, line 27; page 11 
line 8- page 12, l.ne 35; page 14, lines 22-32; page 16, lines 7-32; examples 1-4; Table 2) 
Analogously, the present application does not meet the criteria of Article 33(1 ) PCT 
because the subject-matter of present claims 1-22 is not new in the sense of Article 33(2^ 
PCT in the light of the document D2. 1 ' 

In fact the document D2 discloses (the references in parentheses applying to this document) 

erl P ro S l° n :- ^ "~ 38 " Application) comprised oTan 

erythropoietin in an aqueous isotonic solution buffered in the pH range 5 5-7 0 by a 

phosphate buffer and containing up to 1% of a detergent such as Pluronic F68 RTM up to 

10/o of a polyol such as glycerol, mannitol, sorbitol, a sugar, up to 0.9% of tonicity 
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agents such as sodium chloride or sodium sulfate, and optionally other excipients (see 
n rT r "^- rS '^^-^^; Page 3, line 29 - page 4, line 26; page 6, foe 8 
page 7, l.ne 20; page 22, line 4 - page 23, line 13; page 23, lines 20-30) 

Analogously, the present application does not meet the criteria of Article 33(1 ) PCT 
because the subject-matter of present claims 1-7,14,17,19-21 is not new in the sense or 
Article 33(2) PCT in the light of the document D3 

In fact the document D3 discloses (the references in parentheses applying to this document) 
composes composed of erythropoietin in an aqueous solution (buffered at pH 7 0 by 

*HH>° SP rf e ° 3, eXamP ' e 4) and contai ™9 an amount non exceeding 1% of 

additives hke an ethylene oxide-propylene oxide copolymer (indicated as F68 in D3 Table 
and therefore conceivably being Pluronic F68 RTM), and like a polyol such as a 
po^oxyethylene glycol ( polyoxyethylene glycol 4000 in D3, example 4) or dextran together 
wth other excpients such as tonicity agents (sodium chloride in D3, example II 
or sorb.to. are used in the other examples of D3) (see D3, claims; page 1, lines 10-^2 pace 
5, lines 18-22; Table; example 4). ' page 

In conclusion, the present application does not meet the criteria of Article 33(1 ) PCT 

pct T^TTTT*? present c,alms 1 _22 is not new ln the sense ° f Artic,e 33 (2) 

PCT in the light of all the above mentioned documents D1 to D3. 

Itl " rth t erm °?K SUbieCt - matter of P resent c '*^ 1-22 does not seem to involve an 

^iT: r :v^T e of Art, " c,e 33 (3) pct ' and therefore the requi — ° f ™«* 

In fact the documents D1 to D3 mentioned above in paragraph V.1. all appear to be of 
particular relevance as far as the inventive step is concerned (Article 33 (3) PCT) 
These documents solve indeed the same problem as defined in the present Application (see 
in particular toe description, page 2, line 28 -page 3, lineW, and toe examples ^3^2 
the preparation of erythropoietin aqueous buffered isotonic solutions containing an 
ethylene ox.de-propylene oxide poloxamer copolymer (such as Pluronic F68 RTM) and 
a polyol for the treatment of anemia or cancer conditions 

Therefore - as far as novel subject matter is concerned - the present Application does not 
seem to fulfil, the requirements of Article 33 (3) PCT over this prior art documents 

In addition, the document D4 can be regarded as being the closest prior art to the 
subject-matter of present claims 1-22, and discloses (the references in parentheses applying 
to this document) that powders (preferably for transmucosal administration) containing active 
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peptides of any kind (e.g. erythropoietin) can be obtained from aqueous buffered isotonic 
solutions stabilized by a detergent such as a poloxamer (notably Pluronic F68 RTM) and 
a soluble non-polymeric or polymeric polyol such as a mannitoi, polyvinylalcohol 
hydroxypropylcellulose (see D4, claims 1-7,10,13-19,22,25-26,29,32; paragraphs 0040, 0051 
0056, 0068, 0069, 0093) . On the other hand, the document D5 (the references in 
parentheses applying to this document) not only discloses the same kind of compositions as 
document D4 (additionally containing enhancers) but also clearly states that said 
compositions can be useful for enteral, parenteral or transmucosal administration (see D5 
claims; column 2, line 22 - column 3, line 19; column 4, lines 4-9; column 4, lines 42-64; 
example 3). Therefore, the document D5 renders obvious even the preferred parenteral use 
of the claimed compositions suggested in the present Application (see again the description 
page 2, line 28 - page 3, line 18, and the examples 2-3). 

In conclusion, as already stated the subject-matter of present claims 1-22 does not 
seem to involve an inventive step in the sense of Article 33 (3) PCT, and therefore the 
requirements of Article 33 (1) PCT are not met. 
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